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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd
Formuiation Unit-6

Vitl. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CEPTUO®HUKAT AHAJIU3A

Product: Exifine (terbinafine), cream for external use 1 %
D3upun® (Tepbunadun), Kpem AJsl HAPYKHOTO npumeHenus 1 %

Batch No. / Cepus Ne: V220326

Batch Size / O6bem napruu : 46514.000SU

1890001590710

Analytical Report No / AHaquTu4ecKkuii oTyeT No

Date of Analysis / /laTa anasnu3a :17.05.2022

Date of Manufacture / JIata npoussoacrsa :Apr-2022

Date of Expiry / Cpok rognoctu : Mar-2025

Analysis performed according ND / Ananus nposeaen no HJI: TI N011536/02-200416 (amend Ne 1
from 11.10.2016, amend Ne 2 from 14.06.2018, amend Ne 3 from 19.11.2018, amend Ne 4 from 11.12.2019/ n3m.
No1or11.10.2016, u3m. Ne 2 ot 14.06.2018, nzm. Ne 3 ot 19.11.2018, nzm. Ne 4 ot 11.12.2019)
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Sr.
No.

Test / [fokazaTenb

Result / Pe3ynbTathbl

Specification / Hopma

1 Description / OnucaHue

White homogeneous
cream.

OOHOPOHBIA Kpem

White or off-white homogeneous cream /

OpHopofHbIi kpem ©Genoro uMnu  noyTw

6enoro. 6enoro ugeTa.
2 Identification / Complies as Retention time of main peak in the
MoanMHHOCTL prescribed/ chromatogram of test solution should
CooTBeTCTBYET correspond to retention time of main peak
TpeGosanuam in the chromatogram of terbinafine

hydrochloride reference standard solution
(section “Assay”). /

Bpemsa yaepxnsaHus OCHOBHOro nuka Ha
XpomaTtorpaMmmMe UCnbITyemMoro pacTteopa
OOMKHO COOTBETCTBOBATH BpEMEHU
YOEPXKMBAHMS  OCHOBHOrO  MWKa  Ha
Xpomarorpamme pacTBopa CTaH4apTHOro
obpasua TepbuHaduHa rugpoxnopuaa
(paspen «KonunuectBeHHOE
onpeaenenuer).

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cootBeTcTBYeT TpeboBaHusaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Hara: 17.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBaeHo: [IpoBepeHo: Onobpeno: Menemxep / PyKoBoANTEN!
Ankit ) Ramakant W Manoj Kumar (

@ ‘Wgﬁ_‘:‘___«-
Date / Date / Date /

Hara: 17.05.2022

Hara: 17.05.2022

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Product: Exifine (terbinafine), cream for external use 1 %
Jx3uduu® (TepOunadun), Kpem LIS HAPYKHOTO npuMeHenus 1 Y

Batch No. / Cepusi Ne : V220326 Batch Size / O6bem napruu : 46514.000SU
Analytical Report No / AHATHTUYECKHI OTYET Ne Date of Analysis / Jlata ananu3a :17.05.2022
1890001590710

Date of Manufacture / Jlara nponssojactsa :Apr-2022 Date of Expiry / Cpox rogsocrts : Mar-2025

Analysis performed according ND / Anaaus nposenen no H/L: T NO1 1536/02-200416 (amend Ne 1
from 11.10.2016, amend Ne 2 from 14.06.2018, amend Ne 3 from 19.11.2018, amend Ne 4 from 11.12.2019/ uzm.
Ne 1 ot 11.10.2016, uzm. Ne 2 ot 14.06.2018, n3m. Ne 3 ot 19.11.2018, n3m. Ne 4 ot 11.12.2019)

Page 2 of 4
Sr. Test / NokasaTtenb Result /| PesynbTathl Specification / Hopma
No.
3 pH of aqueous dispersion / 7.23 From6.0to 7.5/016,0007,5
pH BogHoOW ancriepcun
4 Related substances / 0.04% Total impurities — not more than 1.0 % /
[MocTopoHHME NpUMecH Cymma npumecei — He 6onee 1,0 %.
5 | Weight of the package
content /
Macca COOEPXKMMOTO
YNaKOBKW:
- awerage weight / 10g/10r Not less than iabeled (10 g) /
cpenHss macca He meHee HomuHanbHon (10 r)
- weight of 1 tube / Complies 10 g+9% (9.1 gto 10.9g)/
macca 1 Tybbl 10r+9 % (o1 9,1rgo 10,9r)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanie: [Tpoaykt coorseTcTByeT TpeGopannam HJL | 3aKmodenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [TpoepeHo: Opo6peno: Menemxep / PykoBoauTens:
Ankit Ramakant 0 Manoj Kumar 2
. )\ -
CFl @ fj}‘: s
Date / Date / Date /
Hara: 17.05.2022 Hara: 17.05.2022 Hara: 17.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0450/
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CEPTUDHUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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Tel : +91 98166 56001-62
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Product: Exifine (terbinafine), cream for external use 1 %
Dx3upuH® (Tepbunaduu), Kpem s HApYAKHOro npuMeHeHus 1 %o

Batch No. / Cepusi N : V220326

Batch Size / O6bem naptun : 46514.000SU

Analytical Report No / AHanuTHueckuii oryer N2

Date of Analysis / laTa ananu3za :17.05.2022

1890001590710

Date of Manufacture / Jlata nponssoactsa :Apr-2022

Date of Expiry / Cpox rogHoctn : Mar-2025

Analysis performed according ND / Ananus nposeaen no HJI: [1N011536/02-200416 (amend Ne 1
from 11.10.2016, amend Ne 2 from 14.06.2018, amend Ne 3 from 19.11.2018, amend Ne 4 from 11.12.2019/ nam.
No 1ot 11.10.2016. u3m. Ne 2 oT 14.06.2018, u3m. Ne 3 ot 19.11.2018, usm. Ne 4 or 11.12.2019)
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6 | Microbial purity /

YyucToTa

Mukpobuonornyeckas

yeast and moulds /

rnnecHesb!X rpnbos
(cymmapHo)

P. aeruginosa

Total aerobic bacteria
count and total combined

Ob6uwee uncno aspobHbIX
BaKkTepuin N APONCKEBBIX 1

Staphylococcus aureus

Less than 10 CFU/g/
MeHee 10 KOE/r

Absent / OTtcyTcTByeT

Absent / OTcyTcTByeT

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent /
[lomKHBI OTCYyTCTBOBATL

Shall be absent/
JlomKkHbl OTCYTCTBOBAaTL

onpeneneHue

7 | Assay/ KonunyectseHHoe

10.00 mg / 10.00 mr

Not less than 9.0 mg and not more than
11.0 mg of CzHzsN - HCI (terbinafine
hydrochloride) in 1 g of cream / OT 9,0 mr
go 11,0 mr CzHasN-HCI (TepbunHaduHa
ruapoxnopua) B 1 r Kpema.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoayKT cooTBeTCTBYET Tpebopanusam HJI | 3axmouenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosyeHo: [TpoBepeHo: Ono6peno: Menenxep / Pykosoauresb:
Ankit Ramakant Manoj Kumar _ '

(K sl
Date / Date / Date /
Hara: 17.05.2022 Jata: 17.05.2022 Jara: 17.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS |\ dreddys.com
CEPTU®UKAT AHAJIU3A

Product: Exifine (terbinafine), cream for external use 1 %
Jx3upun® (TepOunaduH), KpeM A/ HAPYKHOT0 npumMeHeHus 1 %

Batch No. / Cepust Ne : V220326

Batch Size / O6bem mapTun : 46514.000SU

Analytical Report No / AHannTH4ecKui oTyer Ne Date of Analysis / larta ananamsa :17.05.2022
1890001590710

Date of Manufacture / Jlata npousBojactsa :Apr-2022 Date of Expiry / Cpok roanoctu : Mar-2025

Analysis performed according ND / Auanu3s nposezen no HJI: [T N011536/02-200416 (amend Ne 1
from 11.10.2016, amend Ne 2 from 14.06.2018, amend Ne 3 from 19.11.2018, amend Ne 4 from 11.12.2019/ usm.
|Ne 1 or 11.10.2016, n3m. Ne 2 ot 14.06.2018, n3m. Ne 3 07 19.11.2018, uzm. Ne 4 ot 11.12.2019)
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8 | Package/YnakoBka 10 g in a tube of 10 g in a tube of lacquered aluminum.
lacquered aluminum.  |Each tube and patient information leaflet in
Each tube and patient |a carton pack. /o 10 r B Ty6y 13
information leafletin a |nakuposaHHoro anomuHus. Kaxayio Tydy ¢
carton pack. / lo 10 r B |IHCTpYyKUMEN MO NPUMEHEHWIO NOMeLLatoT
Ty6Oy 13 NakNpPOBAHHOIO [B M@YKy KapTOHHYIO.
antomuHns. Kaxayto
TyOy ¢ MIHCTpyKumnen no
NPUMEHEHNIO
MOMELLAIOT B Nauyky
KapPTOHHY!O.
9 Labeling / MapkupoBka According to ND /
B cooTtBeTcTBUM ¢ HA
10 | Storage conditions/ At temperature below 25°C. Do not freeze. / lNpu TemnepaTtype He
Ycnoeus XpaHeHus BbiLLe 25
°C. He 3amopaxuBaTb.
11 Shelf life / Cpok rogHocT (3 years / 3 roga
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [IpoxykT cootsercTByeT Tpebopanuam HJI | 3akmouenue: ONTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TonrotosneHo: [Tporepeno: Ono6peHo: Menenxep / Pykosoaureb:
Ankit ’ Ramakant M\Jﬁ/ Manoj Kumar [
\ y
Date / Date/ Date /
Hara: 17.05.2022 Jara: 17.05.2022 Jara: 17.05.2022
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